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Evaluation of Clinical Performance of the Automated

Gene Amplification Detector RD-200

Masahiko TSUJIMOTO

Department of Pathology, Osaka Police Hospital, 10-31 Kitayamacho. Tennoji-ku, Osaka 543-0035

The OSNA method is currently used for intraoperative diagnosts of sentinel lymph node metastasis mainly in breast cancer. Our hospital has been conducting lymph node metastasis
exanunation by OSNA method since November 2008, when it was covered by insurance. With a new release of the OSNA method next generation model, the Gene Amplification Detector
RD-200 (herenafter referred to as RD-200), its clinical performance was evaluated. As a method, same samples were measured with Gene Amplification Detector RD-100: (hereinafter
referred to as RD-1001) and RD-200, which were evaluated in TAT (Turn Around Time - from the receipt of the specimen to the result report) and judgement results.

We also compared the results of RD-200 and stamp cytology. As a result, a high concordance rate of 98.1% was obtained with RD-100i and RD-200, and 92.5% with stamp
cytology and RD-200. Furthermore, TAT was shortened by about 7 to 13 minutes depending on the number of lymph nodes in RD-200 compared to RD-100i. Thus study confirmed
that RD-200 has clinical performance comparable to RD-1001, suggesting that it can be safely replaced. In terms of usability, RD-200 has significantly improved some of the issues
that RD-1001 had, and it is thought that it will contribute to operational efficiency at inspection sites. In the future, we expect RD-200 to bring benefits in the medical field.
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